I ni9 racwt IS required by law (7 USC 2U3). Fsilurt lo recdd according lo me reguUncns can 
'esull in an order lo cease and desist and lo be sublecl to penalties as ciovided for m Section 2 1 SO. 




See reverse side for 
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CMS NO 0S79O03S 

2. -tSiC'QUARTERa «ESt.iSCH FACILITY .Name snd Actress, as nsgots/M «qn uSCA, 

nOuM 2e Coot; 

15 WIGGINS AVE 
aECFORD. MA 01730 

1781)275-3330 

3. t iNG r ACiLiTr vLsi atl iocauortt wtwe entfnats were housed or used m actual reseercn. testing, leadwig. or exoervnentason. or for mese cuTDCses Attach aoditionei 

uv«c« i 

FACIUTV LCCAT»-S5 - -ri, 
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A. 

Animats Covetred 

Qy The Animal 

Welfare Regulaiions 

a. ‘Jiji t-zAi oi 

inintalt bwng 
bred. 

bondilioned. or 
-i«d lor uis in 
iwctung, iMling, 
.Kpannemt. 
esatrcti. or 
lurgery but not 
rtt used lor luclt 

C. -if 

animats upon 
which teaching, 
'^esearch, 
oxpenments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain* 
--;;3.iriy drugs. 

D, :.r upon 

wnicti axpaniTwili, 
lesching, researcli. 
surgary, or leels were 
conducted involving 
eccompanying pain or 
dislreei lo me onimela 
and 'or wtiich bpproonale 
AnMitiebc. analgesic, or 
iranquillzing drugs vwre 
uMd. 

E. Nut— ar 0 ) ipon vyLiiCn isacning, 

expannwiu. leiaartn. surgary or lasts were 
conducted involving accompanying pain or distress 

IP the animals and for wnich me use of appropnate 
anesmalic.anilgcsic, or Iranquillzing drugs would 
tisvd adversely affected Ihc procedures, results, or 
inlerpralauon ^ Iha leaching, research, 
expenments. surgery, or tests. (An exofanafibn of 
tno procedures pnxiuanq ptm or Oistrtsa in Ihtst 
animafs and the reasons such drugs ware nof ustd 
most be tiftcntd to ina ™ jenj 

F. 

TOTAL NO. 

OF iVNIMALS 

(Coll. C . 
D*E) 

4. Dr»j3 

0 

128 

169 

1 

297 

S. Cats 

0 

0 

0 

0 

-0 

8. Guinea ' “ 

0 

11465 

0 

0 

11463 

7 Hamsteia 

0 

120 

0 

0 

120 i 

' 

8. Rabbits , 0 

746 

1225 

0 

1971 

9. Non-Htiman Pnmates 

0 

85 

29 

0 

114 


0 

0 

0 

0 

-0 1 

11. = 33 

0 

0 

13 

_Q 

13 

1Z Other Farm Animals 

n 

0 

0 

0 

-Q 







13. Other Animals 

n 

n 

0 

n 

-n 




















ASSURANCE STATEMENTS 


1 | r-j -- naiiyacceotaoiestanoaros governing me care. L'estmem. and use or anmsu. inauotfig approonaie use or ane£^^€. oneigesc. and tranquiNsno drugs, pnor lo. sunng. 
and following actual reseercn taacmtng. tesang. surgary. or eioenmemaDon were f o u^eed Dy ffaa reMoroi faoitty. 

2) Eecf) pnnooei inveitigaiar rm coneMjered aiiemeavea to pemfU procedures. 

3) This facility rs adhering to me starvsards and reguttiions under the Act and K has reoueeo that e*ce ooons to me s tanda r ds ana reguaeons be soeoflad and expiatfwfl by (he 
pnnopei invesageior and aciproved by me msttuaonei Ammtt Care and Use (^crrmitae (lACUC). A summary of aM the txcaottone is actached to tnta anniai report. In 
aod*on to •oenefymg the lACUC*aeproved e sce peont. mis sunrrwy includes a brtef e«ianaoan of (he eKspbons. as wed es me soeoee anc rxjrroer of wmeis affecteo. 

4) The aoanmng vai ennana n for ffaa r sa ae r c h faoaty naa aoproonate aumemy to ensure the prowsion of aoaouate vetennary cere and le oversee the adequacy of ocher 
jsoects of arwrei care arxJ use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I rr-jhi mat me above is tn>e. conact and completa (7 U S C. Seebon 21^3) 
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• AL OrnCIAL , Type or Fr.r>f; 

DATE SIGNSO 
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Optional Column E Explanation iForm 

This form is intended as an aid to completing the Column E explanation. It is not an official 
form and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the 
like, are not required as part of an explanation. A Column E explanation must be written so as 
to be understood by laypersons as well as scientists. 
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R ^ 
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1. Registration Number; 14-R-lOl 

2. Number of animals used in the study (s): One experienced pain or distress without 
alleviation. 

3. Specie (common name) of animals used in this study (s). Dog 

4. Explain the procedure producing pain and/or distress. 

Exposure to a test article (pharmaceutical agent). 

5. Provide scientific justification why pain and/or distress could not be relieved. State 
methods or means used to determine that pain and/or distress relief would interfere with 
test results. (For Federally mandated testing, see question 6 below) 

Studies conducted at Toxikon are performed for sponsors to obtain toxicity information on 
experimental materials, drugs or chemicals, or to ensure the safety of a new lot of material. 
Regulatory guidelines do not permit the use of analgesic or anesthetics during toxicity 
determination studies. However, Toxikon does employee a step approach, exposing one or two 
animals at a time, thus minimizing the total number of animals needed. Toxikon’ s lACUC 
approves and monitors all animal use protocols. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of 
Federal Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 
CFR 113.102): 

Based upon the following standards: 

Organization for Economic Co-operation and Development (OECD), Guidelines for 
Testing of Chemicals, "Repeated Dose Oral Toxicity - Rodent: 28-day or 14-day 
Study," Section 407 (adopted 27 July 1995). 

ICH Harmonized Tripartite Guideline. Note for Guidance on Toxicokinetics: The 
Assessment of Systemic Exposure in Toxicity Studies, S3 A, 1994. FDA: Published in 
the Federal Register, Vol. 60, No. 40, March 1, 1995, pages 1 1264-11268. 


ICH Harmonized Tripartite Guideline. Dose Selection for Carcinogenicity Studies of 
Pharmaceuticals, 1997 (revised). FDA: First published in the Federal Register, Vol. 60, 
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No.40, March 1, 1995, pages 1 1278- 1 1281, Revision published in the FR, Vol. 62, No. 
233, December 4, 1997, page 64260. 
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Date 

11/30/06 






